

















Performance Data
The company performed verification testing for all software changes in the ClearPoint 2.0 software

release. Specifically, the following tests were performed to support this 510(k) notice:

Test

Test Method Summary

Results

Integrated
System Test

This test utilized a live scanner
connection to verify correct
interoperation with scanner and
disposable hardware Kit.

Pass. The design has been verified to satisfy all
acceptance criteria. All functional requirements
necessitating interfacing with a live MR scanner were
satisfied and validated using the software. Nine device
placements were evaluated and had accuracy of 1.0 mm or
less.

Regression
Test

This test used data from the
predicate device and included
head-to-head comparison with
output from the predicate device
to support the claim of
substantive equivalence.

Pass. The design has been verified to satisfy all
acceptance criteria. The following underlying system
components still produce output that is consistent with the
previously released software version: image
display/visualization, image transfer, network
communication verification, segmentation library output,
scan plane parameter computations, hardware adjustment
computations and low-level math utilities.

Verification
test

This test used data from the
predicate device to execute all
areas of functionality of the
workstation.

Pass. The design has been verified to satisfy all
acceptance criteria. All functional areas within the software
behaved as described in the requirements.

Automated
Ul test

This is an automated test that
simulates user input to the
ClearPoint software to test
functionality that is otherwise
difficult or time-consuming to
execute as a manual test.

Pass. The design has been verified to satisfy all
acceptance criteria. The ClearPoint 2.0 Software has
passed the Automated Ul test protocol.

The ClearPoint System hardware is identical to that of the predicate; no additional tests for
biocompatibility or sterility were provided in support of this 510(k) notice. Biocompatibility data in
accordance with ISO 10993 and Sterilization Validation using the overkill method of ISO 11135-
1:2007 utilizing the half cycle method was provided in support of the predicate device.

Conclusions
The ClearPoint System is as safe and effective as the predicate ClearPoint System. The ClearPoint
System has the same intended uses and similar indications, technological characteristics, and
principles of operation as its predicate device. The minor differences in indications do not alter the
intended use of the device and do not affect its safety and effectiveness when used as labeled. In
addition, the minor technological differences between the ClearPoint System and its predicate
devices raise no new issues of safety or effectiveness. Thus, the ClearPoint System is substantially

equivalent.

Page 4 of 4





